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From 


ike Presidents Desk 


A springful of larks in a rolling 

Cloud and the roadside bushes brimming with whistling 
Blackbirds and the sun of October 
Summery 

On the hill's shoulder, 

“Poem in October” by Dylan Thomas (2014 is the 100 year anniversary of his birth) 


Happy October, 

When our leaves begin to fall and the weather becomes cooler, we head to a 
hot blues town, Memphis, for our annual meeting. Stay tuned for an update 
in our next newsletter about all of the great events at AMWA’s 74th annual 
conference. We welcome our new members and hope to see you at the 
annual meeting! 

This issue is jam-packed with tricks-and-treats including fun suggestions by 
our Newsmagazine Editor Aj ay Malik about how to handle the deluge of 
email, a clever way to test if your professor is paying attention by Rebecca 
Anderson and how to properly acknowledge colleagues and funding in a 
manuscript by Dikran Toroser. Informative articles are also included such as 
a National Action Plan for combating antibiotic resistance written by Ellen 
Klepack, updates at the FDA and the EMA written by Amanda Fisher and 
Wim D’Haeze, respectively, and our always helpful job posting update by 
Irene Yau. 

Our chapter held some impressive events lately. We thank Susan Vintilla- 
Friedman for participating in a panel at the September 12th joint panel 
discussion about Protocol Design at the Association of Clinical Research 
Professionals Fall Symposium. Susan Chang gave a wonderful 114 + hour 
presentation at the joint meeting we held with the San Diego Regulatory 
Affairs Network on September 20th. Andrew Heilman has provided us with a 
review about this discussion and Susan Chang has also updated us about 
misbehaving tables in this month’s newmagazine. 

Fifteen members attended our October 2nd webinar to hear Fauren 
Sobocinski give valuable advice about the request for proposal process. Since 
our chapter is so widely spread geographically (our members extend from 
Santa Barbara into southern California and also into Nevada and Arizona), 
we are trying to connect more with our members online. If anyone is 
interested in giving a talk over webinar or trying a Google Hangout with 
other medical writers, please contact us. If you wish to contribute to our 
newsmagazine, please contact our star editor, Ajay Malik (ajay@amwa- 
pacsw.org). 

See you in Memphis! 

Ponna 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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EDITOR'S desk: 

Do Noi P 


ress 

Button in E 


Tkal Send 

L 


mails 


It was not that long ago when AOL gave us the 
signal from Gods — “You've Got Mail!” — though it 
feels like it happened sometime in the iron age. 

Times have changed. Today, there is so much email 
in our Inboxes (waiting to be taken care of) that 
Simon Kuper 1 writing for Financial Times quoted a 
study by McKinsey Global Institute which concluded 
that we now spend 28% of our working time on 
emails. 

The email Inbox has morphed into biggest timesink 
of our daily universe robbing us of our precious time 
and impinging on our relationships at home and 
work. You know by now that the advice "Check your 
emails only twice a day" only works for the highly 
disciplined mental gurus; we mere mortals need 
better solutions — we need help. 

Twitterize Emails 

The best solution to the email tsunami is to twitterize 
or textize email replies. But, if you twitterize emails, 
wouldn't it be easier to instead pick up a phone or 
walk to the office/cubicle of the person demanding 
an email reply. That's what VPs and CxOs do, 
anyway. They are at your office door whenever they 
have a question! In fact, walking and delivering the 
message verbally is a good exercise. Also, it helps 
cut down back-and-forth emails which are nothing 
but "conversations to begin with." 

Take comfort in the fact (from the Dilbert’s World) 
that folks who love to write long winded replies often 
do so because either they may be lazy to get up from 
their thrones or are just too shy. 



Find an Excuse 

Finally, at home and at work, develop new line of 
designer excuses for not replying. Lucy Kellaway, 2 
also of Financial Times lamented that technology is 
ruining old classic faithfuls, since internet follows us 
everywhere with our smartphones in our pockets and 
purses. 

Kellaway says that the excuse, such as, "I am 
snowed under" only gives the impression of how 
"inefficient" we are in our time management. She 
suggests using a blunt wholesome excuse wherever 
needed: "I'm away until X. I'll read your message 
when I'm back." May I add to this — "I don't have a 
smartphone." This relieves you from the stress to 
babysit your Inbox, and tells the sender that if it is so 
urgent, why not call. 

What to Look for at AMWA Meeting in Memphis 
This Month: As you walk through the halls, look for 
open sessions on project and time management. 

As far as my email inbox is concerned, please feel 
free to send me emails, but don’t expect immediate 
replies — / am working hard to reclaim my personal 
time and space. However, I love your thoughts and 
words, so let’s expand the conversation at the next 
chapter meeting or happy hour! 

— Ajay K Malik, PhD 
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LHow to free yourself from email. By Simon Kuper. Financial Times. May 16, 2014. 

Available at: http://www.ft.eom/cms/s/2/d3785d8a-da2a-11e3-920f-00144feabdc0.html 
2 .We need new excuses for not replying to emails. Lucy Kellaway. April 27, 2014. 
Available at: http://www.ft.eom/cms/s/0/6aa54964-ca1 5-1 1 e3-ac05-001 44feabdc0.html 
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Humor 


Unread Publications and Marys Lillie Lamb 


By Rebecca J. Anderson, PhD 


According to the Smithsonian, about 1 .8 million 
scholarly articles and scientific papers are 
published in 28,000 journals each year. Literature 
analysts conFigclude that 90 percent of those 
articles are never cited, and about half are not 
read by anyone other than the author, referees, 
and the journal’s editor. Nevertheless, there is an 
ever-increasing number of journal titles, and with 
more of them now available as open access 
publications, a veritable tsunami of information is 
washing over readers. We’re drowning in words. 
There’s just too much to read and still only 24 
hours in the day. 

Of course, unread literature is nothing new. I’ve 
been aware of it since my high school economics 
class. Several of my classmates were convinced 
that our teacher — I’ll call him Mr. Smith — didn’t 
bother to read our exams, and their evidence was 
fairly strong. Mr. Smith returned our papers, which 
were always essays, without any comments. The 
only mark was a letter grade, and that grade 
seemed to be based solely on Mr. Smith’s 
impression of us (aka, teacher’s pets). One irate 
student claimed that Mr. Smith was penalizing him 
for his confrontational attitude in class. He was a 
bright student but got only mediocre grades on his 
essays — no written feedback on any errors or 
omissions. 

Midway through the course, I decided to do 
something that I have never done before or since. 
Buried in the middle of what was otherwise a 
brilliant essay, I wrote the first stanza of “Mary had 
a little lamb.” The next day, Mr. Smith returned our 
papers, and as usual, none of them had any marks 
except for the grade at the top. As with all my 
previous essays, I received an “A.” I don’t 
remember what economic principles were covered 
in that exam, but I am certain that Mary and her 
lamb had nothing to do with it. 


That was my first scientific experiment. I 
formulated a hypothesis (Mr. Smith didn’t read our 
essays), devised an experiment (purposely 
inserting incorrect content), analyzed the data 
(compared the assigned grade to my essay’s 
content), and drew a conclusion (the data 
confirmed my hypothesis). 

Incidentally, selecting Mary and her lamb for my 
essay experiment was no accident. That particular 
nursery rhyme had always sparked my scientific 
curiosity. It conjured up an image of Mary giving 
birth to a lamb. Of course, it followed her 
everywhere — they had a familial bond. And 
bringing babies to school is still against the rules; 
Mary’s lamb certainly would have been a 
phenomenon that made her classmates laugh and 
play. All of that made sense to me (and still does), 
except for the very first line — a medical marvel that 
is physiologically baffling and probably painful. 

Anyhow, for me, scientific writing gelled in that 
sophomore economics class, along with the very 
clear realization that, probably, very few people 
would ever read what I wrote. Now, decades later, 
citation analysts have confirmed that most readers 
behave like Mr. Smith. 

I still haven’t figured out how Mary had that lamb. 

(Rebecca can be reached at 
rebeccanderson@msn.com) 


How old is the nursery rhyme, "Mary had a 
little lamb"? Find the answer on the Backpage. 
— editor 
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AMA-zing style ike AMA manual o f slyle column 


Dikran Toroser, PhD, CMPP, Amgen Inc. 


If you wish your merit to be known, 

Acknowledgements 

The purpose of an acknowledgement section is to 
complement the author byline and promote 
transparency. In years past, it was often the section 
where authors acknowledged collaborators and 
professional friends for their support, critical review, 
and sometimes for reagents or research tools. 

However, in an era of increased transparency and 
new guidelines on what constitutes “authorship,” the 
acknowledgement section has assumed additional 
and increased importance. As such, the 
acknowledgement section has evolved during recent 
years, aided by guidelines and recommendations 
from professional societies and journal editors. 

Acknowledgments are typically used to list items 
such as funding, technical assistance, and important 
contributions from individuals who do not qualify for 
authorship. The AMA manual of style lists detailed 
examples of contributions that would qualify for the 
acknowledgements section. 

ACKNOWLEDGEMENT OF INDIVIDUAL(S) 

Acknowledgments should identify anyone who has 
made substantial intellectual or material contributions 
to publications but who does not meet the criteria for 
authorship as defined by ICMJE authorship 
guidelines . 1 These individuals include medical 
writers and editors. Adequate disclosure is 
necessary and is more helpful than vague 
statements about writing or editorial assistance 
without indication of any financial relationships. 

Nonspecific acknowledgments, such as "the house 
staff," used to thank groups of individuals should be 
replaced with specific names of individuals wherever 
possible. However, if specific people are identifiable, 
prior permission to include their names must be 
obtained. Acknowledging broad indescript groups, 
such as "the anonymous peer reviewers," is not 
recommended. 

Group and Collaborative Author Lists. A list of 
participants in a collaborative group may be included 
in the acknowledgments. However, a lengthy 
acknowledgment may occupy an excessive amount 
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acknowledge that of other people. 

Proverb 

of journal space. The editor and corresponding 
author should determine the length of published 
acknowledgments on a case-by-case basis. If there 
is not sufficient space in a print publication to include 
a long list of collaborative participants, the list can be 
published online with a note in the acknowledgment 
section. Some journals (eg, Journal of Inherited 
Metabolic Disorders) support complete listing of trial 
co-investigators in acknowledgements; this list is 
eventually included under a co-investigators 
hyperlink in the author byline and is searchable in 
PubMed — wherever possible, this level of 
acknowledgement should be sought for co- 
investigators. 

ACKNOWLEDGEMENT OF FUNDING SUPPORT 
AND FINANCIAL CONFLICTS OF INTERESTS 

Authors' Conflicts of Interests and Financial 
Disclosures. Authors' financial disclosures should 
be published with articles, either as a footnote on the 
title page or in the Acknowledgment section 
depending on the journal policy. JAMA requires 
authors to include all potential conflicts of interest, 
including specific financial interests and relationships 
and affiliations (other than those affiliations listed in 
the title page of the manuscript) relevant to the 
subject of their manuscript in the Acknowledgment 
section at the time the manuscript is submitted. 

Funding and Role of Sponsors. Information about 
funding or other financial support should be clearly 
and completely identified in the Acknowledgment 
section. For all manuscripts that are funded by 
commercial, governmental, or private entities, a 
description of the role of the sponsor(s) in the work 
reported and the preparation, submission, and 
review of the manuscript should be published as 
well. For example, for all funded manuscripts, 
including letters to the editor, JAMA and some of the 
Archives Journals require the corresponding author 
to indicate the role of the sponsor in each of the 
following: 

• Design and conduct of the study 

• Collection, management, analysis, and 
interpretation of the data 


• Preparation, review, or approval of the manuscript 
If the sponsor had no role in the above activities, 
that information should be indicated. 


FURTHER RECOMMENDATIONS 


In 


Placing of Major Acknowledgment Elements. 

print journals, author affiliations and 
correspondence information typically are published 
on the title page (or first page) of an article. 

However, in some cases there may not be sufficient 
room for all of this information and it may be 
published in the Acknowledgment section at the end 
of the article with a note indicating as such on the 
first page of the article. Online, the author 
information and Acknowledgment section usually 
appear at the end of the article before the reference 
list and may be hyperlinked from the list of authors 
at the beginning of the article. 

Permission to Name Individuals. Identification of 
individuals in an acknowledgment may imply their 
endorsement of the article's content. Thus, persons 
should only be listed in an acknowledgment with 
their knowledge and consent. 

Personal Communication and Credit Lines. 

Following the rationale that including a person's 
name in an acknowledgment may imply 
endorsement of a manuscript's content, citing an 
individual's name in a personal communication 
citation may carry the same implication. The ICMJE 
recommends that authors who name an individual 
as a source for information in a personal 
communication, be it through conversation, 
telephone call, or a letter sent by mail, fax, or e- 
mail, obtain written permission from that individual 
to be named JAMA and the Archives Journals follow 
the ICMJE recommendation and require authors to 
forward copies of all personal communication 
permissions to the editorial office. The same policy 
might apply to identifying names in credit lines in 
the legends of illustrations and photographs; 


9 


however, obtaining such permission from the owner 
of the illustration or photograph would be part of 
obtaining permission to include such works as 
required under the auspices of copyright law. 

ACKNOWLEDGING THE ROLE OF MEDICAL 
WRITERS 

Medical writers are usually involved in drafting of 
publications under the direction of authors. While 
both medical writers and authors have access to 
relevant data, authors who may also have a role in 
design and conduct of experiments (or clinical trials) 
have full control and responsibility for a publication; 
whereas the medical writer is usually responsible 
for assisting to develop the publication per accepted 
ethical standards. 2 The medical writer must be 
acknowledged properly to insure transparency. 

The code of ethics and position statements of major 
medical writers’ organizations, including American 
Medical Writers Association (AMWA), European 
Medical Writers Association (EMWA) and 
International Society for Medical Publication 
Professionals (ISMPP) have supported full 
acknowledgement of the contributions of medical 
writers along with financial conflicts of interests. 

Although no comprehensive guidelines regarding 
how to acknowledge the contributions of medical 
writers have been published, a poster presented by 
Mitrany et al at the 2003 AMWA Annual Meeting 
displayed sample acknowledgements that can 
serve as basic guidelines. 3 

Overall, an environment of increased transparency 
has resulted in a steady increase in the 
acknowledgement of medical writers’ contributions 
in biomedical journal articles. 4 
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PhD, for useful discussions. 
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Safety Sentinels: Pharmacovigilance Issues and News 


A National Strategy for Combating Antibiotic Resistance 

By Ellen Klepack, PharmD 


Resistance to antibiotics is a fast growing public 
health threat both nationally and globally. On 
September 18, 2014, the Federal Government 
set in motion a series of actions via Executive 
Order aimed at combating antibiotic resistance 
in the United States. It was also announced that 
a $20 million prize, sponsored by the National 
Institutes of Health and the Biomedical 
Advanced Research and Development Authority, 
will be available to facilitate the development of 
rapid diagnostic tests that could be used by 
health care providers to identify bacterial 
resistant infections at the point of care. 1 

The Antibiotic Era 

Antibiotics have proven to be an incredible 
medical advancement over the last century, 
beginning with their widespread use in the mid 
1940’s. Since that time, we have lived in an era 
where common bacterial infections that were 
once life threatening are resolved with a simple 
trip to the doctor, a prescription for an antibiotic, 
and an expectation of feeling dramatically better 
shortly after the start of treatment. This situation 
is changing rapidly as more bacteria are now 
becoming resistant to our current arsenal of 
antibiotics coupled with a lack of new systemic 
antibiotics in the drug pipeline. 

Increased antibiotic consumption and resistance 
is happening on a global scale. A recent study 
by Van Boeckel et al 2 reported that global 
consumption of antibiotics increased by 36% 
between 2000 and 2010 based on a review of 
sales data for retail and hospital pharmacies 
from the IMS Health MIDAS database for 71 
countries. 2 Brazil, Russia, India, China, and 
South Africa accounted for 76% of this increase. 
The authors reported that India was the largest 
consumer of antibiotics in 2010, followed by 
China and the United States. This study also 
showed significant increases in consumption 
rate for two last-resort classes of antibiotics. 

The World Health Organization (WHO) 


attempted to determine the scope of 
antimicrobial resistance globally and produced a 
report in 201 4. 3 Key findings in this report 
include very high rates of resistance to bacteria 
that cause common infections in all regions of 
the world and significant gaps in surveillance for 
antimicrobial resistance. In the United States, 
antibiotic resistant infections are responsible for 
illnesses in at least two million people and result 
in at least 23,000 deaths each year, with many 
more people dying from conditions complicated 
by an antibiotic resistant infection. 4 Not only has 
antibiotic use surged for humans all over the 
world but their use has also surged in 
agriculture, where antibiotics are routinely used 
for treating and preventing illness in livestock 
and for increasing growth. 

Executive Order Highlights 

The Executive Order calls for the formation of a 
multi-agency Task Force charged with 
implementing a five-year National Action Plan for 
combating antibiotic resistance. The plan is to 
be submitted to the President by February 15, 
2015 and will detail specific actions, milestones, 
and progress metrics associated with its 
implementation. This plan will be based on a 
document released by the Administration entitled 
the National Strategy for Combating Antibiotic- 
Resistant Bacteria, which outlines five goals for 
the United States to take action on: (1 ) Slow the 
emergence and prevent the spread of resistant 
bacteria; (2) Strengthen National efforts to 
combat antibiotic resistance; (3) Advance the 
development of rapid diagnostic tests to identify 
and characterize antibiotic resistant bacteria; (4) 
Accelerate research and development for new 
antibiotics and other countermeasures such as 
vaccines; and (5) Improve international 
collaboration on antibiotic research and 
development, antibiotic resistance surveillance, 
prevention, and control. 5 
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The Task Force will also address 
recommendations from a report entitled 
Combating Antibiotic Resistance as a part of the 
National Action Plan. This report was generated 
by the President’s Council of Advisors on 
Science and Technology (PCAST) and provides 
practical and actionable recommendations that 
the U.S. government can take to combat the rise 
in antibiotic resistance in three areas: (1) 
Improving surveillance of the rise of antibiotic 
resistant bacteria; (2) Increasing longevity of 


current antibiotics; and (3) Increasing the rate at 
which antibiotics and other interventions are 
discovered and developed. 6 

In addition to the formation of a Task Force, the 
Executive Order also calls for the formation of a 
Presidential Advisory Council on Combating 
Antibiotic-Resistant Bacteria. The advisory 
council will provide advice, information, and 
recommendations on programs and policies as a 
part of the National Strategy. 7 


Sources 

1 . Obama administration takes actions to combat antibiotic-resistant bacteria [fact sheet]. Office of the Press Secretary: 
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Wkal's Up(!) . . . al FDA 

By Amanda Fisher, PhD 

During the end of August and the month of September the FDA took action against several 
companies selling and marketing unapproved new drugs. Lots of Heparin distributed during the last 
three months were voluntarily recalled after reports of human hair contamination. In addition, the FDA 
approved five new drugs with indications including obesity, constipation, high-blood sugar, and 
psoriasis. Approval was announced for the sixth new drug to treat melanoma since 2011 . In October 
the FDA will host several notable workshops such as innovative oncology trials for breast cancer 
drug development and regulation of drugs for newborn children. 


Selected FDA Announcements 


Date 

Announcement 

8-14 

The FDA released a new guidance for industry, Electronic Submission of Lot Distribution 
Reports (draft). 1 

8-25-14 

BioAnue Laboratories was ordered by a federal district court to terminate the sale of its 
dietary supplements and stop illegal marketing that claims their products treat a number of 
chronic conditions. This action was taken after the company failed to amend their 
practices following an FDA-issued warning letter in February, 2012 that they were 
marketing their products as unapproved new drugs. 2 

8-28-14 

Solace International Inc., issued a voluntary recall of Dermatend® because it has not been 
approved by the FDA for mole removal. 3 

9-4-14 

Flawless Beauty LLC was raided by US Marshals to seize unapproved and improperly 
labeled drugs, including injectable glutathione and collagen whitening kits. Flawless 
Beauty claimed these drugs treat scurvy and degenerative brain and liver diseases. 4 


9-11-14 Hospira issued a voluntary recall of Heparin distributed between June 2014 and August 
2014 because of reports of human hair contamination. 5 


Selected FDA Approvals 


Drug 

Indication 

Company 

Keytruda® 

Advanced or unresectable melanoma not responsive to 
other drugs 6 

Merck 

Contrave® 

Adults who are obese or overweight with weight-related 
conditions 7 

Takeda 

Movantik™ 

Opioid-induced constipation in adults with chronic non- 
cancer pain 8 

Astra-Zeneca 

Trulicity™ 

High blood sugar in adults with type 2 diabetes 9 

Eli Lilly 

Otezla® 

Moderate to severe plaque psoriasis 10 

Celgene 


October 2014 Advisory Committee Meetings 

10-16-14 Joint Meeting of the Psychopharmacologic Drugs Advisory Committee and the Drug 
Safety and Risk Management Advisory Committee - adverse events and Chantix® 
labeling 11 

1 0-20-14 Dermatologic and Ophthalmic Drugs Advisory Committee- BLA submitted by Novartis 12 

10-30-14 Cardiovascular and Renal Drugs Advisory Committee- NDA submitted by Daiichi 
Sankyo 13 
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October 2014 Meetings, Conferences, and Workshops 

10-21-14 FDA Public Workshop: Innovations in Breast Cancer Drug Development- Next 
Generation Oncology Trials, Breast Cancer Workshop 14 

10-28/29-14 FDA, Critical Path Institute (C-Path) and the Burroughs Wellcome Fund: “First Annual 
Neonatal Scientific Workshop - Roadmap for Applying Regulatory Science to 
Neonates” 15 

10-30/31-14 Public Meeting: Development and Regulation of Abuse-Deterrent Opioid Medications 16 


WEBLINKS 

• For additional information on approvals, including labeling revisions, tentative approvals, efficacy 

supplements with supporting clinical data, manufacturing changes or additions, or chemistry; new 
strength, see http://www.fda.gov/NewsEvents/Newsroom/default.htm [Link] 

• For additional information on recalls, market withdrawals, and safety alerts, see 

http://www.fda.gov/Safety/Recalls/default.htm [Link] 

• For information on current drug shortages, see 
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050792.htm [Link] 

• For information on drugs to be discontinued, see 
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050794.htm [Link] 

• For Orange Book drug product list additions or deletions, see 

http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm [Link] 

^ttpV/www.fda.gov/downloads/BiologicsBIoodVaccines/GuidanceComplianceRegulatorylnformation/Guidance 
s/General/UCM41 2006.pdf [Link] 

2 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm41 1 390.htm [Link] 
3 http://www.fda.gov/Safety/Recalls/ucm41 2302.htm [Link] 

4 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm41 2858.htm [Link] 
5 http://www.fda.gov/Safety/Recalls/ucm414201 .htm [Link] 

6 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm41 2802.htm [Link] 
7 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm41 3896.htm [Link] 
8 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm41 4620.htm [Link] 
9 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm41 51 80.htm [Link] 
10 http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2014/2060880rig1 s000ltr.pdf [Link] 
11 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm394876.htm [Link] 
12 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm404910.htm [Link] 
13 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm41 5986.htm [Link] 
14 http://www.fda.gov/Drugs/NewsEvents/ucm41 0332.htm [Link] 

15 http://www.cvent.com/events/first-annual-neonatal-scientific-workshop-roadmap-for-applying-regulatory- 
science-to-neonates-public/event-summary-d3a8751 8bc964a1 3942e0dd9a1 c8bd75.aspx [Link] 
16 http://www.fda.gov/Drugs/NewsEvents/ucm408607.htm [Link] 


POSTSCRIPTS | VOL 4, NO. 29 | OCTOBER 2014 160 


WUs U P (!) . . . ai EMA 

By Wim D’Haeze, PhD 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (30 AUG 2014 THROUGH 26 SEP 2014) 

The alerts listed below cover the period from August 30, 2014 through September 26, 2014. Only key alerts 
thought to be of interest to the AMWA community were included; for additional updates and details refer to 
What’s New on the EMA website. 

GUIDELINES 

• None to report 

REPORTS/PAPERS 

• None to report 


APPROVALS/REFUSALS 


Compound 

Indication/Use 1 Applicant 

Advice [Note] 

Duaklir 

Genuair 3 

Maintenance bronchodilator treatment to relieve 
symptoms in adult patients with chronic obstructive 
pulmonary disease (COPD) 

Almirall S.A. 

Positive opinion 

Brimica 

Genuair b 

Maintenance bronchodilator treatment to relieve 
symptoms in adult patients with chronic obstructive 
pulmonary disease (COPD) 

Almirall S.A. 

Positive opinion 

Egranli 0 

Reduction in the duration of neutropenia and the 
incidence of febrile neutropenia in adult patients 
treated with cytotoxic chemotherapy for malignancy 
(with the exception of myeloid leukaemia and 
myelodysplastic syndromes). 

Teva Pharma B.V. 

Positive opinion 

Lymphoseek d 

For diagnostic use only. Radiolabelled Lymphoseek 
is indicated for imaging and intraoperative detection 
of sentinel lymph nodes draining a primary tumour in 
adult patients with breast cancer, melanoma, or 
localised squamous cell carcinoma of the oral cavity. 
External imaging and intraoperative evaluation may 
be performed using a gamma detection device. 

Navidea 

Biopharmaceutical 
s Ltd. 

Positive opinion 

Trulicity e 

Treatment of adults with type 2 diabetes mellitus to 
improve glycaemic control as. 

Monotherapy: When diet and exercise alone do not 
provide adequate glycaemic control in patients for 
whom the use of metformin is considered 
inappropriate due to intolerance or contraindications. 
Add-on therapy: In combination with other glucose- 
lowering medicinal products including insulin, when 
these, together with diet and exercise, do not provide 
adequate glycaemic control. 

Eli Lilly Nederland 
B.V. 

Positive opinion 
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Tadalafil Mylan f Treatment of erectile dysfunction in adult males. 

Generics (UK) 
Ltd. 

Positive opinion 

Budesonide/ 

Formoterol 

TevaQ 

Treatment of adults 18 years of age and older only. 
Asthma: Treatment of asthma where use of a 
combination (inhaled corticosteroid and long-acting 
32 adrenoceptor agonist) is appropriate: 

- in patients not adequately controlled with inhaled 
corticosteroids and “as needed” inhaled short-acting 
32 adrenoceptor agonists. 

or 

- in patients already adequately controlled on both 
inhaled corticosteroids and long-acting 32 
adrenoceptor agonists. 

COPD: Symptomatic treatment of patients with 
severe COPD (FEV1 < 50% predicted normal) and a 
history of repeated exacerbations, who have 
significant symptoms despite regular therapy with 
long-acting bronchodilators. 

Teva Pharma B.V. 

Positive opinion 

Ketoconazole 

HRA h 

Treatment of endogenous Cushing’s syndrome in 
adults and adolescents above the age of 12 years 

Laboratoire HRA 
Pharma 

Positive opinion 

Cyramza' 

In combination with paclitaxel, treatment of adult 
patients with advanced gastric cancer or gastro- 
oesophageal junction adenocarcinoma with disease 
progression after prior platinum and fluoropyrimidine 
chemotherapy. 

Monotherapy is indicated for the treatment of adult 
patients with advanced gastric cancer or gastro- 
oesophageal junction adenocarcinoma with disease 
progression after prior platinum or fluoropyrimidine 
chemotherapy, for whom treatment in combination 
with paclitaxel is not appropriate. 

Treatment of chronic hepatitis C (CHC) in adults. 

Eli Lilly Nederland 
B.V. 

Positive opinion 

Harvon'i 

Treatment of chronic hepatitis C (CHC) in adults. 

Gilead Sciences 
International Ltd. 

Positive opinion 

Vargatef 

In combination with docetaxel, treatment of adult 
patients with locally advanced, metastatic or locally 
recurrent non small cell lung cancer (NSCLC) of 
adenocarcinoma tumour histology after first line 
chemotherapy. 

Boehringer 

Ingelheim 

International 

GmbH 

Positive opinion 

Rezolsta 1 

In combination with other antiretroviral medicinal 
products for the treatment of human 
immunodeficiency virus 1 (HIV 1) infection in adults 
aged 18 years or older. 

Janssen-Cilag 

N.V. 

Positive opinion 

Moventig m 

Treatment of opioid-induced constipation (OIC) in 
adult patients who have had an inadequate response 
to laxative(s). 

AstraZeneca AB 

Positive opinion 


1 . As per recommended approval 

Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) adopted a 
positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting a final decision of 
the European Commission (EC). 
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GENERAL ANNOUNCEMENTS 


• Patients to discuss benefit-risk evaluation of medicines with the Committee for Medicinal Product for Human 
Use. n 

• Medicines regulators to work together internationally to find innovative solutions to facilitate evaluation of and 
access to potential new medicines to counter Ebola outbreaks . 0 

• Avoiding duplication of clinical trials in children . p 

WEBLINKS 

EMA Website - What's New: 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/news_and_events/landing/whats_new.jsp&mid 
=WC0b01ac058004d5c4 [Link] 

a . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003745/smops/Positive/human_smo 

p_000732.jsp&mid=WC0b01ac058001d127 [Link] 

b . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003969/smops/Positive/human_smo 

p_000731.jsp&mid=WC0b01ac058001d127 [Link] 

c . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002637/smops/Positive/human_smo 

p_000730.jsp&mid=WC0b01ac058001d127 [Link] 

d . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002085/smops/Positive/human_smo 

p_000726.jsp&mid=WC0b01ac058001d127 [Link] 

e . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002825/smops/Positive/human_smo 

p_000729.jsp&mid=WC0b01ac058001d127 [Link] 

f . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003787/smops/Positive/human_smop 

_000739.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

9.http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003951/smops/Positive/human_smo 
p_000734.jsp&mid=WC0b01ac058001d127 [Link] 

h .http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003906/smops/Positive/human_smo 
p_000725.jsp&mid=WC0b01ac058001d127 [Link] 

'. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002829/smops/Positive/human_smop 
_000724.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

L http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003850/srnops/Positive/human_smop 
_000723.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

k .http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002569/smops/Positive/human_smo 
p_000727.jsp&mid=WC0b01ac058001d127 [Link] 

'. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002819/smops/Positive/human_smop 
_000736.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

m . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002810/smops/Positive/human_smo 

p_000733.jsp&mid=WC0b01ac058001d127 [Link] 

n . http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/09/news_detail_002172.jsp&mid=W 

CObOl ac058004d5c1 [Link] 

°.http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/09/news_detail_002162.jsp&mid=W 
CObOl ac058004d5c1 [Link] 

p.http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/09/news_detail_002171.jsp&mid=W 
CObOl ac058004d5c1 [Link] 
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Q&A 


Je-MS-lifying W ord: Miskekaving Tati es 

By Susan Chang, PhD, Susan Chang Consulting 

Word woes? Formatting foibles? Paragraph problems? Send them my way! You’ll get a quick a response that 
may be featured as a future column. Thanks to Heather Oliff (Science Consulting Group, LLC) for starting off 
our first Q&A session! 


Q: “I am working on a [clinical study report] synopsis table. The content in the cell has weird 
pagination/breaks such that (1) the content will jump to the next page so that there is only 1 
synopsis table cell on the page, the rest of the page is blank, and then the rest of the synopsis 
continues on the next page, or if I adjust it then (2) the second cell runs on so that it is hidden (in 
draft view all of the text is there, but in print layout view the text looks like it is running onto a 
hidden place). “ 


A: Misbehaving tables are the worst! Try removing options that might be controlling the table “behind 
the scenes.” Four such settings to check are described below. 


1. PARAGRAPH FORMATTING: First, turn off specialized 
paragraph formatting options. 

• Select the entire table by clicking on the crosshair button (top left- 
hand corner of table) 

Or go to Table tools tab — > Layout — > 

Select — > Select Table 


Desi-gn Layout 




Select 


View Properties 
Gridlines 


m 

Select Cell 

m 

Select Column 

ig 

Select Row 

a 

Selects We 


• Go to Page layout tab — > Paragraph group 
—►Dialog box launcher — > Line and Page Breaks 
— ► Uncheck keep with next, keep lines together, 
page break before. 



2. AUTOFIT: Next, make sure the Autofit settings are “fixed column width” so you control 
the width of the table. This is likely not the source of the issue described above, but a good 
place to start: 

• Select entire table — > right-click — ► Autofit — > Fixed column width 

Distribute Rows Evenly 
Distribute Columns Evenly 

Draw Table 

Borders and Shading.,, 

Cell Alignment 
AutoFit 

2 Insert Caption... 

H & Table Properties... 


> | 


AutoFit to Contents 


b'AA 

rrffl 

AutoFit to Window 


t.Lll 

Fixed Column Width 
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3. TABLE PROPERTIES: Next, investigate table properties. 


• Select entire table — »■ Right-click — > Table properties: 

o Table tab : Set preferred width to 100% (width will be based on page margins), select 
your preferred alignment, and make sure text wrapping is “none.” 
o Row tab : Check “allow to break across pages” and make sure no height is specified 

and box is clear as shown below. (If box is shaded, click twice to clear the box.) 
o Column tab & cell tab : make sure no preferred width is specified 


By removing all “preferred” size settings for the table, except for the entire table itself at 
100%, the row heights will be based on your content and paragraph spacing (eg, 3 pt 
before, 6 pt after), and the column width can be adjust by dragging the hatched boxes 
in the ruler above the table. 


Jabje | fipw Column Cgl 
Size 

|71 Preferred width: 100% 

Alignment 


eb 


EB 


EB 


Left Center Rkjht 
Text wrapping 



None Around 



Table 


Column 


Cell 




Row 5: 

Size 

E Specify height: [o w 
Options 

m Allow row to break across pages 

□ Repeat as header row at the top 


A Previous Row 


▼ Next Row 


4. MANUAL ADJUSTMENTS OF ROW HEIGHT: Increasing the height of a row by 

dragging the bottom border of a row down is a real nuisance to the table. Go through 
each row and remove any extra space. To do this, click on the bottom border of the row 
or on the square box in the ruler. 



Outcome: In Heather’s situation, items 2 and 3 did the trick! Once your table is cleared of these 
settings, you can readjust where the table breaks across the page by unchecking the “allow row to 
break across page” option (table properties) and/or by applying “keep with next” (paragraph 
properties applied to an entire row) to keep multiple rows together. 

Word woes? Email me at SKC@SusanChangConsulting.com. 
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Meeting Report 

Seplemker AMWA-SDRAN J oinl Meeting: Advanced Teckniques 
id Practical Tips on Document Preparation 
By Andrew Heilman, PhD 


am 


In September, the Pacific-Southwest chapter of AMWA co-sponsored a 
program with the San Diego Regulatory Affairs Network (SDRAN). In a 2-part 
program, Postscripts columnist Susan Chang, PhD and SDRAN’s Natalie 
Kennel (former President of SDRAN and current Vice President of Programs 
at SDRAN) demonstrated many practical tips for preparing documents for 
FDA submissions. 


In the first part of the program, Dr. Chang provided the class with a hands-on 
experience while delivering a presentation titled “de-MS-tifying Word: 
Advanced Techniques and Best Practices for Document Preparation.” 
Attendees were provided with a Word document that contained multiple 
formatting errors. After Dr. Chang introduced features of Microsoft Word, she 
instructed attendees on how to fix the errors on their own computers. 
Alternating between her presentation and the error-filled Word document, she 
demonstrated many useful tools: styles, captioning, tables of contents, 
advanced formatting, section breaks, and headers and footers. Dr. Chang’s 
presentation on preparing a Word document flowed nicely into the next part 
of the program, which focused on what to do with a Word document once it is 
created. 


In the second part of the program, Ms. Kennel presented “Practical Tips and 
Hints for U.S. Medical Device Submissions.” She began by explaining the 
eCopy technical requirements and showing an example of how a submission 
should be organized to meet the requirements. She then explained how to 
create a PDF, emphasizing that the “Print to PDF” function instead of the 
“Save As PDF” function should be used to create PDFs for submissions. She 
strongly advised doing this for Word documents and for PDFs created by 
another party. Ms. Kennel also described functions in Adobe Acrobat that are 
useful for manipulating PDFs, including inserting and extracting pages, 
combining and splitting documents, adding headers and footers, and using 
bookmarks and the typewriter function. At the end of her presentation, she 
demonstrated how these techniques can be used together to generate 
documents that meet the requirements for submissions. 



The program was designed with FDA submissions in mind, but the 
techniques presented are useful for many types of documents. In addition, 
the collaboration with SDRAN provided a great opportunity for networking 
with new people and sharing lunch with fellow writers. About 49 AMWA and 
SDRAN members attended the event. The next AMWA Pac-SW and SDRAN 
co-sponsored event is slated for Saturday, October 25. The topic will be 
project management. 


(See pictures from the event on next page.) 


Andrew Heilman, PhD 

www.linkedin.com/pub/andrew-hellman/5/b90/656 
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AMWA-SDRAN J oint Meeting on Regulatory Document 
Preparation Tips keld Sept 20, 2014 
at CareFusion Corporation, San Diego 



Susan Chang and Natalie Kennel sharing their knowledge of preparing and publishing regulatory 
documents for submission to FDA/EMAto our members-Read the meeting report by Andrew 
Heilman on the previous page for more details. (Pictures courtesy of Donna Simcoe.) 
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Picture courtesy of Donna Simcoe 


Association of Clinical Researck Professionals 
(ACRP) Fall Symposium 


Association of Clinical Research Professionals (ACRP) Fall Symposium was held on Friday, 
September 12, 2014. Our Chapter member, Susan Chang participated in a panel discussion 
on Protocol Design and Development. 


Learn more about ACRP here: 

www.acrpnet.org/GetlnfoFor/USChapters/GreaterSanDiego.aspx 


Picture: Panel members, 
from left to right, 

Jim Rock 

(Clinical Operations Consultant), 
Susan Vintilla-Friedman 
(Vintilla Communications, LLC 
and AMWA member), 

Susan Ambramson 
(Lead Medical Reviewer, 

Aspire IRB) 
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Fall 2014 Job Listing 

Compiled by Irene Yau, PhD, Allergan, Inc. 


Principle Medical Writer 

Ardea Biosciences, San Diego 

Medical Writer, Cardiovascular 

ScienceMedia Inc, San Diego 

Contract Medical Regulatory Writers 

Writing Assistance Inc, Los Angeles or San Francisco 

Technical Writer 

Edwards Lifesciences, Irvine 

Sr. Manager, Medical Writing 

Ambit Biosciences, San Diego 

Scientific Writer 

Peregrine Pharmaceuticals 

Scientific Writer 

Public Health Institute, Monrovia 

Senior Writer, Communications 

ProHealth Staffing, San Gabriel Valley Area 


As a reminder, complete Job Listings are available for current, interested members and are available 
through the following ways: 

• Job openings are sent out -monthly through the jobs mailing list 

• Job listings will be posted periodically through our Linkedln SubGroup, AMWA Pacific Southwest Chapter, 
so be sure to join the group 

Please e-mail Irene at employment-coordinator@amwa-pacsw.org if you'd like to receive job listings or 
share any job leads with the group and it will be added to the job listings. 



Backpag n 


Sarah Joseph Hale, 

ike A ulkor of Nursery Rkyme Mary kacl a Lillie Lamk 


The nursery rhyme "Mary Had a Little Lamb" was written by 
an American writer, poet and editor Sarah Joseph Hale in 
1830 and was inspired by true events. This nursery rhyme 
was also recorded by Thomas Edison on his new invention, 
phonogram, as the very first speech ever recorded. 

Sarah Joseph Hale was born in New Hampshire on October 
24, 1788 in a family that valued education. She worked as a 
schoolteacher during early career, and later moved to Boston 
in 1828 where she served as the editor of Ladies' Magazine. 

She was among the first editors to seek original content 
written by American writers and poets at a time when other 
magazines were mostly reprinting content already published 
in England. 

Further, she was also the first woman American writer to 
publish a novel (published in the US as “Northwood: Life North and South” and as “A New 
England Tale" in London)- this novel was also the first book ever published about slavery. 
She was also a champion of women’s education; she helped establish Vassar College. 


Sarah Hale also espoused the cause of 
abolishing slavery, and relocating slaves to 
freedom in Liberia. However, her legacy is as 
the individual most responsible for making 
Thanksgiving the National Holiday: she wrote 
letters to 5 US Presidents, the last being to 
Lincoln who supported legislation on establishing 
Thanksgiving holiday. 

She died on April 30, 1879, and rests at Laurel 
Hill Cemetery in Philadelphia, Pennsylvania. 

Sources: 

Wikipedia. Mary Had a Little Lamb; Sarah Joseph Hale 
— Editor 
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